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A Prospective Cohort Study of Adults with Rheumatic Immune Related Adverse   Event associated with Cancer Immunotherapies  (CanRIO)


BASELINE PATIENT 
Case Report Form 

[bookmark: Malignancy]
Date of this visit (dd/mm/yy): ____/____/______ Study ID_______________ Site # _________


Thank you for your participation in the Canadian Research group of Rheumatology in Immuno-Oncology Registry. We will ask that you carefully read the instructions and fill in all of the sections below. Please make sure not to leave any blanks. This is very important to us as the accuracy and completeness of the information that you provide will affect the results. 
If you have any questions, please ask the research assistant or the physician at the clinic. Once completed, we may call you back to clarify some of your answers.
Thank you very much for your assistance and patience.

Confidentiality
All data submitted will be kept completely confidential by the use of a study number. Any personal identifying information will be kept in a separate registry and only your individual study will identify your documents.


Section 1: Sociodemographic Information 
	[DEM 3] 1.1 Date of birth (MM/YYYY): 
	
	
	
	
	
	
	
	[DEM 4] Age:
	
	
	years



1.2  What is your gender? 	

 Man1       2Woman   1Non-binary      Prefer not to say     Other 

1.3 What is your weight (lbs)? __________
1.4 What is your height (cm)? __________
1.5 What is your ethnic background (choose as many as you want, if applicable)?
[DEM 11]   White
[DEM 12]  Chinese
[DEM 13]  South Asian (e.g. East Indian, Pakistani, Sri Lankan, etc.)
[DEM 14]  Black
[DEM 15]  Filipino
[DEM 16]  Latin American
[DEM 17]  Southeast Asian (e.g. Cambodian, Indonesian, Laotian, Vietnamese, etc.)
[DEM 18]  Arab
[DEM 19]  West Asian (e.g. Afghan, Iranian, etc.)
[DEM 20]  Japanese
[DEM 21]  Korean
 Indigenous
[DEM 22]  Other    [DEM 23]  Specify: 	

1.6 What is the highest level of education you received (one answer only please)?
· 1Less than high school 
· 2Completed high school
· 3Attended some of or completed post-secondary
4
Section 2: LifestyleNote that for the following questions:
· One pack of cigarettes is equivalent to 20 cigarettes.
· One drink is equivalent to one beer (12 ounces or 480 ml), one glass of wine (6 ounces or 240 ml), or one shot of liquor (one ounce or 40 ml).


The following questions concerning your lifestyle are standard questions that are asked on many types of surveys, including in research.
HABITS - TOBACCO 
	2.1[DEM 69]         1I have never smoked.
	 2I smoked in the past but do not smoke now.
	 3I am a current smoker.


IF YOU HAVE SMOKED IN THE PAST OR IF YOU SMOKE NOW:
	[DEM 74] 2.1.1  How many packs of cigarettes do you smoke per day on average: …………..
[DEM 75] 2.1.2  How long have you been smoking (years): …………..
[DEM 76] 2.1.3  Number of years since quitting (if applicable): …………….


HABITS - ALCOHOL 
	[DEM 77] 2.2  How many alcoholic drinks do you have per week? ……………





Section 3: Abilities
	We are interested in learning how your illness affects your ability to function in daily life.  If an item does not apply (e.g. you don’t shampoo your hair, take tub baths or reach for heavy objects above your head), you should leave the item blank since the purpose is to obtain information about what you can do.



A.  PLEASE TICK () THE ONE RESPONSE WHICH BEST DESCRIBES YOUR USUAL ABILITIES OVER THE PAST WEEK:
	
	Without ANY
Difficulty0
	With SOME
Difficulty1
	With MUCH
Difficulty2
	Unable
to do3

	3.1. Dressing and Grooming
 	Are you able to:
	
	
	

	[HAQ1] 1.1  Dress yourself, including tying shoelaces and doing buttons?
	
	
	
	

	[HAQ2] 1.2  Shampoo your hair?	
	
	
	
	

	3.2. Arising
	Are you able to:
	
	
	

	[HAQ3] 2.1  Stand up from a straight chair?	
	
	
	
	

	[HAQ4] 2.2  Get in and out of bed?	
	
	
	
	

	3.3. Eating
	Are you able to:
	
	
	

	[HAQ5] 3.1  Cut your meat?	
	
	
	
	

	[HAQ6] 3.2 Lift a full cup or glass to your mouth?	
	
	
	
	

	[HAQ7] 3.3 Open a new carton of milk?	
	
	
	
	

	3.4. Walking
	Are you able to:
	
	
	

	3.[HAQ8] 4.1  Walk outdoors on flat ground?	
	
	
	
	

	3.[HAQ9] 4.2  Climb up five steps?	
	
	
	
	



B.  	PLEASE TICK () ANY AIDS OR DEVICES THAT YOU USUALLY USE FOR ANY OF THESE ACTIVITIES: 

	[HAQ10]  Cane
	[HAQ14] Devices used for dressing (button hook, zipper pull, long handled shoe horn, etc.)

	[HAQ11] Walking frame
	[HAQ15] Built-up or special utensils

	[HAQ12] Crutches
	[HAQ16] Special or built-up chair

	[HAQ13] Wheelchair
	[HAQ17] Other [HAQ17_1]Specify:	



C.  PLEASE TICK () ANY CATEGORIES FOR WHICH YOU USUALLY NEED HELP FROM ANOTHER PERSON:

	[HAQ18] Dressing and grooming
	[HAQ20] Eating

	[HAQ19] Rising
	[HAQ21] Walking



D.  PLEASE TICK () THE ONE RESPONSE WHICH BEST DESCRIBES YOUR USUAL ABILITIES OVER THE PAST WEEK:
	
	Without ANY
Difficulty0
	With SOME
Difficulty1
	With MUCH
Difficulty2
	UNABLE
to do3

	3.5. Hygiene
	Are you able to:

	3.[HAQ22] 5.1	Wash and dry your entire body?	
	
	
	
	

	3. [HAQ23] 5.2	Take a bath?	
	
	
	
	

	3. [HAQ24] 5.3	Get on and off the toilet?	
	
	
	
	

	3.6. Reach
	Are you able to:

	3. [HAQ25] 6.1	Reach up and get down a 5 Ibs object (e.g. a bag of sugar) from just above your head?	
	

	

	

	


	3. [HAQ26] 6.2	Bend down to pick up clothing from the floor?	
	
	
	
	

	3.7. Grip
	Are you able to:

	3. [HAQ27] 7.1	Open car doors?	
	
	
	
	

	3. [HAQ28] 7.2	Open previously opened jars?	
	
	
	
	

	3. [HAQ29] 7.3	Turn taps (faucets) on and off?	
	
	
	
	

	3.8. Activities
	Are you able to:

	3. [HAQ30] 8.1	Run errands and shop?	
	
	
	
	

	3. [HAQ31] 8.2	Get in and out of a car?	
	
	
	
	

	3. [HAQ32] 8.3	Do chores such as vacuuming or yard work?	
	
	
	
	



E.  PLEASE TICK () ANY AIDS OR DEVICES THAT YOU USUALLY USE FOR ANY OF THESE ACTIVITIES:
	[HAQ33] Raised toilet seat
[HAQ34] Bath seat
	[HAQ37] Long handled appliances for reach
[HAQ53] Long handled appliances in bathroom (like a long-handled 
	brush to wash yourself)

	[HAQ35] Jar opener (for jars previously opened)
	[HAQ38] Other [HAQ38_1] Specify:	

	[HAQ36]  Bath rail
	



F.  PLEASE TICK () ANY CATEGORIES FOR WHICH YOU USUALLY NEED HELP FROM ANOTHER PERSON:
	[HAQ39] Hygiene
	[HAQ41] Gripping and opening things

	[HAQ40] Reach
	[HAQ42] Errands and housework



Section 4: Health Questionnaire (EQ-5D)
Under each heading, please select one answer that best describes your health TODAY.

4.1 Mobility
· I have no problems in walking about
· I have slight problems in walking about
· I have moderate problems in walking about
· I have severe problems in walking about
· I am unable to walk about
4.2 Self-care
· I have no problems washing or dressing myself
· I have slight problems washing or dressing myself
· I have moderate problems washing or dressing myself
· I have severe problems washing or dressing myself
· I am unable to wash or dress myself

4.3 Usual Activities (e.g., work, study, housework, family or leisure activity)
· I have no problems doing my usual activities
· I have slight problems doing my usual activities
· I have moderate problems doing my usual activities
· I have severe problems doing my usual activities
· I am unable to do my usual activities

4.4 Pain/Discomfort
· I have no pain or discomfort
· I have slight pain or discomfort
· I have moderate pain or discomfort
· I have severe pain or discomfort
· I have extreme pain or discomfort

4.5. Anxiety/Depression
· I am not anxious or depressed
· I am slightly anxious or depressed
· I am moderately anxious or depressed
· I am severely anxious or depressed
· I am extremely anxious or depressed

4.6 We would like to know how good or bad your health is TODAY. 
Please rate your health on a scale between 0 to 100, where 100 is the best health you can imagine, and 0 is the worst health you can imagine.
Please write the number in the box below.
	


  
4.7 Choose a number from 0 to 10 that best describes your pain.  
	0          1          2          3          4          5          6          7          8          9          10
         No pain 						 	              Pain as bad as it 
 could possibly be


Section 5: Patient Global Assessment for the Immune-related Adverse Event
Considering all the ways that your immune-related adverse event (the side effect of immunotherapy for which you are seeing a rheumatologist, ex: arthritis) affects you, HOW ACTIVE has your disease been in the PAST WEEK?     
	(Choose a number between 0 – 10, where 0 = not active and 10 = very active)

	0          1          2          3          4          5          6          7          8          9          10
	Not Active 							 Very Active
								



	Patient Baseline Form
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